NRC INSPECTION MANUAL | MNS/ RGB

I NSPECTI ON PROCEDURE 87115

NUCLEAR MEDI CI NE PROGRAMS

PROGRAM APPLI CABI LI TY: 2800

87115-01 | NSPECTI ON OBJECTI VES

01.01 To determine if licensed activities are bei ng conduct ed
inamnner that will protect the health and safety of workers and
t he general public.

01.02 To determineif |licensed prograns are bei ng conducted in
accordance wth U'S. Nuclear Regulatory Comm ssion (NRC)
requi renents.

87115-02 | NSPECTI ON REQUI REMENTS

Areviewof thelicensed activities should be conmensurate with the
scope of thelicensee's program Adeterm nation regarding safety
and conpliance with requirenents will be based on direct
observation of work activities; interviews and di scussions with
wor ker s and managenent ; denonstrati ons by workers perform ng tasks
regul at ed by NRC;, and i ndependent and confirmatory neasurenments of
radi ati on conditions at the facility rather than exclusive reliance
on a review of records. Under no circunstances will an NRC
| nspector knowi ngly allow an unsafe work practice or a violation
whi ch could lead to an unsafe situation to occur or continue in
hi s/ her presence in order to provide a basis for enforcenent
action. Unless an inspector needs to intervene to prevent and
unsaf e situation, direct observation of work activities should be
conducted such that the inspector’s presence does not interfere
with patient care or the patient’s privacy. Di scussi on of the
i nspector’s observations of work activities with the workers and
interviews withthe workers shoul d not occur during the preparation
for, or delivery of nedical treatnent. | nspector’s interviews
shoul d not be conducted in the presence of the patient.

Inreviewingthe licensee' s perfornmance, the inspector should cover
t he period since the | ast inspection. However, issues preceding
the last inspection should be reviewed, if warranted by
ci rcunmst ances, such as i nci dents, nonconpliance, or high radiation
exposur es.
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Specific inspectionrequirenents foll ow, however, sone of the areas
may not be applicable to all nuclear nmedicine |icensees.

02.01 Preparati on. Beforetheinspection, theinspector shall
do the follow ng:

Reviewthe | icensee’ s licensing history, includingidentifyingany
amendnments i ssued since the |last inspection, pending licensing
actions, and whether the |icensee has informed NRC of any maj or
program changes since the |ast inspection.

Reviewthe |icensee's previous inspection history (at a m ni num
reviewthe past two inspections); the |license; and the status of
any all egations or incidents. Note the licensee's conmtnments in
response to previous violations for followup during the
i nspecti on.

Review the Nuclear Materials Events Database (NMED) and any
regi onal event logs and fil es to determ ne whet her the |l icensee was
i nvol ved in any i nci dents, recor dabl e events, or
m sadm ni strations. If NRC did receive notification of an
incident, reviewthat incident duringthe inspection and docunent
the licensee's followup in the inspection record.

Preparation should also include determ ning the dates that the
i censee submitted the nost recent financial assurance i nstrunent
and deconmmi ssi oning plan (if applicable); notifyingthe appropriate
State radiation control program personnel; and selecting
appropri ate docunents and equi pnment to take. In addition, the
appropriate calibrated i nstrunents shoul d be sel ected and source
checks perforned on them before the inspection.

02.02 Entrance Briefing. After arrivingonsite, theinspector
should inform the |icensee's managenent representative of the
pur pose and scope of the inspection to be perforned. Thi s

notification should be made as soon as practical after arriving on
site.

02. 03 General Overvi ew

a. Oganization. Interviewcogni zant |icensee representatives
about the current organi zation of the program Exam ne the
| i censee's organization with respect to changes that have
occurred in personnel, functions, responsibilities, and
authorities since the previous inspection. | dentify the
reportingrelationshi p and managenment structure between the
| i censee' s executive managenent; the Radi ati on Safety O fi cer
(RSO); the Chairperson of the Radiation Safety Commttee
(RSC); and the other nmenbers of the RSC. Detern ne whet her
the RSO has sufficient access to |icensee managenent.
Through di scussions with |li censee staff and managenent, the
i nspector should determne if changes in ownership or
staffing have occurred or are antici patedto occur. Confirm
(to the inspector's satisfaction) with personnel that no
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changes have taken place. |f the owner or individuals naned
inthe license have changed, determ ne whether the |icensee
has submtted appropriate notification to NRC Thi s
i nf ormati on nmust be provi ded whenever changes i n owner shi p or
personnel are made.

b. Scope of Program |Interviewcognizant personnel to determ ne
the locations of use, types and quantities of |icensed
byproduct material used for nedi cal uses, frequency of use,
staff size, and any ot her factors, as necessary, to determ ne
the scope of the licensee’s operations.

If a nobile nuclear nedicine programis being inspected,
information concerning letters of <contract wth the
licensee's client managenent should be discussed and
revi ewed.

Determineif the licensee conducts research i nvol vi ng human
subj ects using byproduct material. |If so, verify that the
| i censee obtains infornmed consent fromthe human subj ects and
that the |licensee has obtained prior reviewand approval of
the research activities by an “Institutional Review Board.

c. Management Oversight. In the course of interview ng
cogni zant personnel, determne if managenment oversight is
sufficient to provide the licensee staff w th adequate

resources and authority to adm ni ster the | i censed program
In particular, the inspector should verify that, when
deficiencies are identified, the RSO has sufficient
authority, without prior approval of the RSC, to inplenment
corrective actions, includingtermnation of operations that
pose a threat to health and safety.

1. RSC- Reviewthe conmttee nmeeting m nutes for topics of
di scussi on, nenbership, frequency, and attendance.
Det er mi ne whet her the RSC has recomended any specific
actions and assess the inplenentation of those
recommendati ons. The inspector should al so reviewthe
meeting m nutes (and interviewsel ected conm ttee nmenbers
when practical) to determne the committee's
ef fecti veness.

The inspector should interview some RSC nenbers to
det erm ne t he depth of their involvenent inthe radiation
saf ety program

2. RSO - Determ ne whether the RSO has been appointed, is
named on the license, has sufficient authority, and
fulfills the appropriate duties comrensurate with the
size and scope of |licensed activities. The inspector
shoul d verify that this individual is know edgeabl e about
the program and ensures that activities are being
perfornmed in accordance with approved procedures and t he
regul ati ons.

3. Audits - At amninmum nedical institutionlicensees are
required, by 10 CFR 35.22(b)(6), toreviewthe radi ati on
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saf ety program content and inplenentation at | east
annual ly. Verify that audits are perfornmed as required.
Verify that the results of the audits are docunented,
revi ewed, and addressed. If no corrective actions were
t aken, determne why the |licensee disregarded
deficiencies identified during audits, and whet her the
| ack of corrective actions caused the |licenseeto bein
nonconpl i ance with regul atory requirenents.

4. ALARA (As Low As |Is Reasonably Achi evable) - Verify
that the licensee's radiation protection program
i ncl udes provi sions for keepi ng doses ALARA and t hat
ALARA revi ews are conducted, as required by 10 CFR

35. 20.
d. Authorized Individuals. Deternm ne that only authorized
i ndi vi dual s (users and nucl ear pharmaci sts) performand/ or
supervise |icensed activities. Verify that authorized

i ndi vi dual s performan appropriate | evel of supervision, as
required by 10 CFR 35. 25.

02. 04 WAl K- Through Orientation Tour. Performa wal k-through
tour of the licensed facility to nake general observations of the
conditionof thefacility andthelicensed activities to determ ne
that materials are being safely handled and that good health
physi cs practices are followed.

02. 05 Facilities. Verify that the facility conforns to that
described in the license application and that material receipt,
use, and storage areas are secured. Verify that the licensee uses
process or ot her engineering controls to maintain doses ALARA and
has i npl enent ed a mai nt enance programfor the engi neering controls.

02. 06 Equi pnent _and I nstrunentati on

a. Verify that equi pnment and instrunentation are appropriate,
operabl e, properly calibrated, adequately naintained, and
conformto the scope of the licensed program

b. Verifythat, if nol ybdenum 99/techneti um 99mgenerators are
utilized, the licensee nmeasures the nolybdenum 99
concentration of each eluate/extract used for preparing a
techneti um 99mr adi opharmaceutical andlimts usage to those
el uates/ extracts with <0. 15 m crocuri es of nol ybdenum 99 per
mllicurie of technetium 99m

c. Verify that vials and syringes are properly |abeled and
shi el ded.

d. Verify that the |icensee has established and inpl enented
procedures toidentify, evaluate, and report saf ety conponent
def ects per the requirenments of 10 CFR Part 21.

e. |If gamm-emtting unit doses supplied by a Ilicensed

radi opharmacy are used, nake sure the | i censee neasures the
activity of each syringe and conpares it with the activity
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mar ked on t he syringe | abel before the dose i s adm ni stered
to a patient.

02. 07 Material Use, Control, and Transfer

a. Authorized Uses. Determ ne, from observing the use of
i censed material, discussing the activities with |icensee
personnel, and review ng records of receipt and transfer,
that the type, quantity, and use of |icensed materi al at the
licensee's facility are authorized by the |icense. To the
ext ent practical, physically exam nethe licensee’ s inventory
of radi oactive material to determne if it is conplete and
accurate, and review the |licensee’ s receipt and transfer
records.

b. Mterial Security and Control. Verify that the licensee has
est abl i shed procedures for nmaintaining security and contr ol

of licensed material, and that these procedures are
under st ood and i npl enent ed by appropri ate personnel. Verify
that licensed material, in storage, in controlled or

unrestricted areas, is secure fromunaut horized renoval or
access. Verify that |licensed material, not in storage, in
controlled or unrestricted areas, is controlled and under
constant surveillance. Verify that access to restricted
areas is limted by the |icensee.

c. Receipt and Transfer of Licensed Material. Verify that the
licensee is receiving packages and making transfers of
i censed materi al i naccordance wi th NRC and appl i cabl e U. S.
Departnent of Transportation (DOT) regul ations and |icense
condi tions.

02. 08 Tr ai ni ng
a. GCeneral Training. Verify that appropriate training and
initial instructions are bei ng acconplished as specifiedin
the |license and/ or regul ations.

Verify that authorized users and workers understand the
mechani sm for raising safety concerns.

Randonl y exam ne records of traini ng and peri odic retraining
of personnel and attendant exam nations or tests (if
applicable) to the extent that the inspector is satisfied
that the training programis being inplenmented as required.

b. Operating and Energency Procedures. Verify that operational
procedures are being fol | owed by observing | i censee per sonnel
performtasks at sel ected work stations and by a conpari son
of their activities with established procedures.

Exam ne the |icensee's emergency procedures, to deterni ne
that these procedures are as approved by NRC.

| ssue Date: 08/28/00 - 5 - 87115



02. 09

02.10

87115

Exam ne revised procedures. Through discussions wth
wor kers, verify that |icensee personnel understand and
i npl ement the established operational and energency
procedures and are aware of

procedural revisions.

Radi opharmaceutical Therapy Training. Verify that the
|i censee provides radiation safety instruction for all
personnel caring for patients receiving radi opharmaceuti cal
t herapy, in accordance with 10 CFR 35. 310.

Area Radi ati on and Contanm nati on Contr ol

a. Area Surveys. Verify, during observations and by direct
measurenents, that the radiation |levels are within the
l[imts of 10 CFRPart 20, and t hat surveys are perforned,
as required by 10 CFR 35.70. Verify that the |icensee
has established trigger levels and that the licensee
decontani nates at the appropriate trigger |evels.

Leak Tests. Verify that the procedures for and frequency of
| eak tests of seal ed sources are in accordance with 10 CFR
35.59(b)(2). Also verify that the | eak test is analyzed in
accordancewiththelicense. If records of | eak test results
show renovabl e contam nation in excess of the regulatory
requi renments of 0.005 mi crocuries (185 becquerels), verify
that the |li censee made appropriate notifications per 10 CFR
35.59(e) and renoved the source from servi ce.

Contami nation Control. Verify that the |icensee's survey
procedur es and counti ng equi pnent are adequate to detect and
control radionuclide contam nation. Verify that thelicensee
perforns weekly surveys for renovabl e contam nation in al

areas where radi opharmaceuticals are routinely prepared,

adm ni stered, or stored. |If the licensee has had spills or
ot her incidents of contam nation exceeding the |licensee's
trigger levels, verify that the Ilicensee has taken

appropriate actions.

Protective Clothing. Verify that radiation workers are
provi ded with, and wear, the appropriate protective cl othing
commensurate with activities being perforned.

Radi ati on Protection

Radi ati on Protection Program Verify that the |icensee has
devel oped and inplenented a witten radiati on protection
programconmensurate with the licensee's activities, that the
programi ncl udes ALARA provisions, and that the programis
reviewed at |east annually, both for content and
i npl ement ati on.

Radi ati on Protection Procedures. Verify that changes inthe
radi ol ogi cal protection procedures made since the | ast
i nspection are consistent with regulations and |icense
requi renents. Determ ne whether the licensee was required by
10 CFR 35.13 to apply for license amendnents for any of
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t hese changes.

c. Personnel Dosineters. Verify that personal dosinetry devices
are worn by appropriate |icensee personnel. Verify that
dosi meters are processed by a National Vol untary Laboratory
Accreditati on Program (NVLAP)-approved and accredited
processor.

d. Exposure Records. Verify that, pursuant to 10 CFR 20. 2106,
the licensee maintains records of doses received by all
i ndi viduals for whom nonitoring is required.

e. Patient Rel ease. Determ ne by observing, and di scussingw th
the licensee, that a process exists to establish that a
patient adm ni stered radi oactive material is rel easable from
control under 10 CFR 35.75. Determne that witten
instructions are provided to rel eased i ndividual s on acti ons
recommended to maintain doses ALARA, if doses to other
individuals are likely to exceed 1 nSv (100 nrem). Verify
that the licenseeis recording: (a) the basis for rel ease of
patients, when necessary; and (b) that instructions are
provi ded to breast-feedi ng wonen when required.

02.11 Quality Managenment Program (QVWP) and M sadm nistrations

a. Witten QWP. Verify that a witten QW, conmensurate with
the licensee’'s activities, has been established and
i npl emented. Also, verify that the QW procedures address
all of the applicable nodalities on the license and all of
t he applicable objectives set forth in 10 CFR 35. 32.

b. Review Verify that the licensee has reviewed the QW at
| east annually. If the reviews indicatedthat changes should
be made in the QW program verify that such nodifications
were made and i npl enent ed.

c. Records. Verify that records of each revi ew are mai nt ai ned
in an auditable formfor 3 years.

d. Msadnm nistrations and Recordabl e Events. Through revi ew of
the licensee’'s records, determne if the licensee is in
conpliance with the requirenments for identification
notification, reports, and records for m sadni ni strati ons and
recordabl e events in 10 CFR 35. 33.

02.12 Wast e Managenent

a. Waste Storage and Disposal. Verify that witten procedures
for waste storage and di sposal have been established in a
manner approved by managenent and are readily available to
any persons having responsibility for |owlevel waste
classification and preparation for transfer of such wastesto
| and di sposal facilities. Verify that the waste is stored and
controlled in a secure and safe manner, and that radiation
| evel sinunrestricted areas surroundi ng t he storage area do
not exceed the limts of 10 CFR 20.1301, "Dose limts for
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i ndi vi dual nmenbers of the public.” Verify that di sposal of
decay-in-storage waste i s perforned in accordance with 10 CFR
35.92 and license conditions. Verify that the |licensee is
conducting appropriate surveys and defacing radioactive
mat eri al | abel s before disposing of the waste.

Verify that the waste is protected from fire and the
el ements, that package integrity i s adequately maintai ned,
that the storage area is properly ventilated, and that
adequate controls are in effect to mnimze the risk from
ot her hazardous materials. Verify that the |licensee has
appropriate methods to track the itens in storage.

Reviewthe |icensee's procedures and records to verify that
each shi pment of radioactive waste intended for offsite
di sposal i s acconpani ed by a shi pment mani f est t hat i ncl udes
all the information required by Section | of Appendix Fto
Part 20.

Reviewthe |icensee's procedures and records to verify that
each package of radi oacti ve waste i ntended for shi pment to a
i censed | and di sposal facility is | abel ed, as appropri at e,
toidentify it as Class A, B, or Cwaste in accordance with
the classification criteria of 10 CFR 61.55 [Subsection
I11.A 2 of Appendix F to 10 CFR 20].

Verify, through review of records and procedures, that
rel eases into a public sanitary sewerage system if any, are
consistent with the formand quantity restrictions of 10 CFR
20. 2003. Pay particular attention to the l|icensee’'s
docunment ati on for denonstrating that the material isreadily
soluble (or readily dispersible biological material) in
wat er .

b. Effluents. Verify that effluent releases to sanitary
sewer age and septic tanks are accordingto 10 CFR 20. 2003 and
20. 1003, respectively, and that treatnent or disposal of
waste by incineration is according to 10 CFR 20. 2004.

Reviewthe | i censee's ALARA goal s, and determne if they are
sufficiently challenging yet realistic. Determne if the
| i censee under st ands and i npl ements t hese goals. Deterni ne
if the licensee has cal cul ated annual doses resulting from
air effluents and if the doses: (1) arewithinthelicensee's
ALARA goals (as described in its radiation protection
program; (2) exceed the |icensee's ALARA goal s; or (3) are
uncertain because thereis insufficient information or basis
for determ nation. Reviewthelicensee's history inneeting
ALARA goal s, and its corrective actions when the goal s were
not met.

Revi ew and veri fy t hat wast e- handl i ng equi pment, nonitoring
equi pnment, and/or adm nistrative controls are adequate to
mai ntai n radi oactive effluentswithinthelimts established
by the license and other regulatory requirements and are
ALARA.
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Randomly sel ect procedures for both liquid and airborne
systens and determine the quality of the relevant
procedures, determ ne the degree to which ALARA techni ques
are incorporated into them and verify that the |licensee's
procedures are being foll owed. Determ ne the extent to which
process and engineering controls are used to mnimze
ef fl uents.

Determ ne whether effluent nonitoring systems and the
associ at ed anal yti cal equi pnent are adequate to detect and
quantify effluents with sufficient sensitivity, and whet her
t hey are mai ntai ned, calibrated, and operated i n accordance
wi t h manuf acturer's recomendati ons and good heal t h physics
practi ces.

Determineif all significant rel ease pat hways are nonitored,
all unnonitored pat hways have been characterized, and all
surveill ance procedures for effl uents are bei ng i npl enment ed.

Addi tional inspection requirenents are specified in
| nspection Procedure (I P) 87102, "Maintai ning Effluents from
Materials Facilities As Low As |Is Reasonably Achievable
(ALARA) . "

Transfer. Verify that wastes are transferred to an
authorized recipient specifically licensed to receive
radi oacti ve waste.

Records. Reviewthe records of waste storage, transfer, and
di sposal to verify that di sposals are made i n accordance with
the requirenments of Part 20 and the |icense, and that the
records are conpl ete and accurate for each type of di sposal.

Fi nancial Assurance and Deconm Ssi oning. Revi ew the
i censee' s records of information inportant to the safe and
effective deconm ssioning of the facility. Verify that the
records are conpl ete, updat ed, and assenbl ed appropri ately,
in accordance with the requirenents in 10 CFR 30.35(Q).
Reviewthe |l icensee' s |ist of restricted areas required under
10 CFR 30.35(g)(3) and determ ne whether |aboratories or
ot her roons have been rel eased si nce the | ast i nspection. |f
areas have been released, verify that the licensee has
adequat el y decont am nat ed each roomand docunent ed t he basi s
for rel easing each room Performconfirmatory neasurenents
toverify that radiati on and contani nati on | evel s are bel ow
releaselimts. Docunent the | ocation of the rel eased roons
in the inspection record, and docunent vyour findings
regardi ng the adequacy of the |icensee's decontam nation.

Thr ough observati ons, discussions with |icensee personnel,
and records revi ew, verify whet her radi ol ogi cal conditions at
the facility have changed since the financial assurance
i nstrunent and/or decomm ssi oning plan was subm tted such
t hat either document needs to be changed to address the new
radi ol ogi cal conditions. I f changes that may affect the
financi al assurance i nstrunent or deconm ssioning plan are
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identified, i nmediately contact regi onal managenment fromt he
licensee’s site, to discuss the situation.

| f a parent conpany guarantee or a self-guarantee is usedto
ensure deconm ssioning financial assurance, review the
i censee's financial assurance file to ensure that 10 CFR
Part 30, Appendi x A or Appendix C requirenments are net.

f. Deconm ssioning Tineliness. On all inspections, review
conpliance wth the Decomm ssioning Tineliness Rule
requirenments in 10 CFR 30.36(d) through (h).

02.13 Transportation. Verify that the |licensee's procedures
and docunentati on are sufficient to ensure that |licensed materi al
is transported in accordance with 10 CFR Part 71 and DOT
regul ati ons for transportation of radi oactive materi als.

02. 14 Posting and Labeling. Verify that the licensee has
posted the appropriate |icense docunents, regulations, notices,
procedures, and fornms. Exam ne | ocati ons where notices to workers
are posted. Determ ne whether proper caution signs are posted at
access points to areas containing radi oactive materials, radiation
areas, and areas contai ni ng ai rborne radi oactive materials. Verify
that containers of licensed material are | abel ed appropriately.

02. 15 Ceneric Comruni cations of Information. Verify that the
licensee is receiving the applicable bulletins, information
noti ces, NMSS Newsl etter, etc., and di ssem nating the information
to appropriate staff. Verify that the |icensee has taken
appropriate action in response to these notices.

02. 16 Notifications and Reports. Determ ne conpliancew ththe
regul ati ons and |i cense requirenents for notification and reports
to NRC and i ndi viduals. Verify that thelicenseeis inconpliance
with the requirements in 10 CFR 35. 14, for medical |icensees, to
notify the Comm ssion about changes in the authorized user,
aut hori zed nucl ear pharnmaci st, or RSO

Verify, through discussions with workers and managenent, and
t hrough records review, that the |licensee has advi sed wor kers of
their doses annually.

02. 17 Special License Conditions. |If applicable, verify that
the licenseeis inconpliance with any special |icense conditions
and that the | i censee understands any addi tional requirenments they
i mpose.

02. 18 Research Involving Human Subjects. Verify that research
i nvol vi ng human subjects is conducted in conformty with the
provi sions of 10 CFR 35. 6.

02. 19 | ndependent and Confirmatory Measurenents. Conduct
i ndependent and confirmatory measurenents in restricted,
controlled, and unrestricted areas of the licensee's facility.
Conpare and verify, on a sanpling basis, survey results or data
that are used by the licensee to show conpliance with the
regulations or |icense <conditions. Conduct i ndependent
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measurenents to ascertain the radiological conditions of the
facility. Conduct these independent nmeasurenents on al
inspections wunder this [P, unless warranted by special
circunstances. |f i ndependent nmeasurenents were not made, provide
ajustificationintheinspectionrecord explaining why i ndependent
measur enent s were not perforned. The i nspector shall use radi ation
detection instruments that are calibrated, at a mninmum on an
annual basi s.

02. 20 Exit Meeting. Conduct an exit neeting with senior
| i censee nmanagenent and the RSO to discuss the prelimnary
i nspection findings, including any apparent violations, safety-
rel ated concerns, or any unresolved itens identified during the
i nspection; the status of any previously identified violations;
and any negative Performance Eval uation Factors (PEFs). Ensure
that the |icensee understands any safety significant concerns
identified during the inspection and initiates pronpt corrective
actions.

02.21 Post I nspection Actions. After an inspection, the
i nspect or shall summari ze the findi ngs with his/her appropriate NRC
supervisor. This is especially inmportant if there are, or are
expected to be, controversial issues arising fromthe findings.

| nspectors shall al so neet with regional |icensing staff when any
pertinent |icensingissues are raised during the inspection, when
i nspection findingsinpact onany licensing actions, to discussthe
i censee's PEFresults, or to give feedback on howthe | i censee has
addr essed speci al |icense anendnents or recent |icensing actions.
This meeting shall be docunented in the inspection record.

Addi tionally, in some instances, inspectionfindingsw]ll warrant
conmuni cati on wi t h NRC Enf orcenent staff, OFfice of I nvestigations
staff, State liaisonstaff, or other Federal agenci es wi t h whomNRC
has Menor anda of Understandlng (MUs). Inthelatter case, ensure
that the exchange of information is made in accordance With the
appropri ate MOU.

The inspector will ensure that inspection findings are clearly
docunented and reported to the |icensee as appropriate. The
i nspector shall also followthe requirenents of I nspection Manual
Chapter (MC) 0620, "Inspection Docunents and Records, " regarding
notifying the licensee that retained information is subject to
public disclosure and giving the licensee the opportunity to
request withholding it (see MC 0620, Section 04.06.b.).

87115-03 | NSPECTI ON GUI DANCE

Gener al Gui dance

An exam nation of the |licensee's records shoul d not be consi dered
the primary part of the inspection program Rather, observations
of activitiesinprogress, equipnment, facilities and use areas wi | |
be a better indicator of the |icensee's overall radiation saf ety
programthan a revi ewof records al one. Under no ci rcunstances wi | |
an NRC | nspector knowi ngly allow an unsafe work practice or a
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vi ol ati on which could lead to an unsafe situation to occur or
continue in his/her presence in order to provide a basis for
enf orcenent action. Unless an inspector needs to intervene to
prevent and unsafe situation, direct observation of work activities
shoul d be conducted such that the inspector’s presence does not
interfere with patient care or the patient’s privacy.

When records are revi ewed, | ook for trends such as i ncreasi ng doses
or effluent rel eases. Records such as surveys, waste disposal,
ef fl uent rel eases, recei pt and transfer of radi oactive materi al s,
training, utilization logs, and air sanpling should be exam ned
randomy until the inspector is satisfied that the records are
bei ng mai ntai ned and are conplete. Oher records that are nore
closely related to health and safety (such as personnel dose-
noni tori ng records and i nci dent reports) shoul d be exam ned i n nore
detail . The type of records that were reviewed and the tine
peri ods covered by these records shoul d be noted in the inspection
record.

Retain a copy of each pertinent record that is needed to
substantiate an inspection finding, such as a violation. Those
copi es should be attached to the inspection record. When an
i nspector identifies an apparent violation, he/she shoul d obtain
copies fromthe licensee, while on site, of all records that are
needed t o support the apparent violation. Ingeneral, use caution
before retaining copies of licensee docunents, unless they are
needed to support apparent violations, expedite the inspection
(e.g., licensee materialsinventories), or makethelicensingfile
nore conplete. Inall cases where |icensee docunents are retained
beyond the inspection, follow the requirenents of MC 0620.
Especially ensure that the | i censee understands that the retained
record will becone publicly avail able, and give the |icensee the
opportunity to request withhol dingtheinformation pursuant tothe
requi renments of 10 CFR 2.790(b)(1).

The i nspector shoul d keep the |i censee appri sed of the i nspection
fi ndi ngs t hroughout t he course of the inspection and not wait until
the exit neeting.

Whenever possi bl e the inspector shoul d keep NRC nanagenent i nf or med
of significant findings (e.g., safety hazards, willful violations,
and ot her potential escal at ed enf orcenent i ssues) identifiedduring
t he course of the inspection.

NOTE: I n the guidance which follows, additional itens that

shoul d be consi dered for revi ew, but are not specifically
mentionedinthe text, areidentified, where appropri ate,

Speci fic Gui dance

03.01 Preparation. Before the inspection, the inspector should
di scuss the |icensee's programw th previous i nspector(s) and/or
license reviewer(s), as necessary.

I n sel ecting the appropriate docunents to take on the inspecti on,
t he i nspector shoul d consi der taking the applicabl e regul ati ons,
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i nspection record, generic conmunications, |icense copy, NRC
forms, etc.

In selecting the appropriate instrunentation and equi pnment, the
i nspect or shoul d consider thelicensed activities to beinspected.
The equi pment may i ncl ude sanpl e vials, w pes, pocket dosineters,
survey neters, etc.

During the inspection, focus (anong ot her areas) on whether the
licenseeisinconpliancewith any |license anendnments i ssued since
the | ast inspection or with any programchanges descri bed by the
i censee since the l|ast inspection. This requires review of
docunment ati on subm tted i n support of thelicensing action, before
the i nspection. The inspectionrepresents NRC s first opportunity
toverify whether thelicensee has enacted t he nost recent changes
to the license.

03. 02 Entrance Briefing. It is not always possible to neet
with | i censee managenent, on arrival, because of the early hours
that the inspection my be conducted. 1In those instances, the
i nspector may need to informthe li censee’ s managenent of hi s/ her
presence on site after initial observations of the |icensed
activities have begun. Personnel involvedinthe entrance briefing
are to be identified in the Inspection Record.

The purpose of the entrance briefing is to inform |icensee
managenent that an i nspection i s being conducted, and to i ndicate
the tentative schedule for discussing or review ng selected
inspectionitenms with various |icensee staff personnel. However,
i nsome instances, the i nspector may only need to i nformmanagenent
of NRC s presence on site, and apprise nmanagenent that an exit
briefing will be conducted, at the end of the inspection, which
will detail the inspection findings.

This is often an opportune tine for the inspector to identify
personnel to be interviewed. Scheduling interviews will enhance
i nspector efficiency and givethelicensee the opportunity to have
t he nost know edgeabl e i ndi vi dual s present to respond inthe areas
bei ng i nspect ed.

Certain inspection itenms involving visual observations and/or
records revieware better performed unannounced; therefore, these
types of itens need not be addressed during the entrance briefing.

03.03 CGeneral Overview. Interviews of cognizant |icensee
representatives can provide i nformati on about the organi zati on,
scope, and managenent oversight of the radiation safety program

a. Oganization. The licensee' s organi zational structure wll
usually be found in the license application and nay i nvol ve
one or nore individuals.

The inspector should be sensitive to changes in the
organi zation that reduce the ability of the RSO to resol ve
concerns or issues related to the safe conduct of the
radi ati on protection program The inspector should ask
| i censee managenent and t he RSO about t he RSO s aut hority and
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about any changes that may inpact on the RSO s duties,
responsibilities, or effectiveness.

Scope  of Program | f the |licensee distributes
radi opharmaceuticals to several facilities, the inspector
shoul d consider the need to i nspect using |I|IP

87117, “Radi ophar macy
Progranms and conplete IP
87117 Appendi x A,
Radi ophar macy | nspection
record.”

Addi tional Itens:

. Mobi | e Nucl ear Medi ci ne Service
(1) Administrative requirenments [10 CFR 35. 29]
(2) Technical requirements [10 CFR 35. 80]
(3) Conpliance with 10 CFR 20.1301 dose limts
(4) Records of surveys

. Limted distribution of pharmaceuti cal s under 10 CFR Part

35 license

87115

(1) Type of operation

(a) Registered or licensed with U S. Food and Drug
Adm ni stration as a drug manufacturer

(b) Registered or licensed with State agency as a
drug manuf act urer

(c) Licensed as a pharmacy by State Board of
Phar macy

(d) Operating as a nucl ear pharmacy wit hi n a Feder al
medi cal institution

(2) Licensee distributes

a) Seal ed sources

b) Al pha and beta emtters
c) Generators

d) Photon emtters

. Research invol ving human subj ects

(1) Research is conducted, funded, supported, or
regul ated by another Federal agency that has
i npl ement ed “Federal Policy for Protection of Human
Subj ects” (as defined or described in the “Federal

Policy for the Protection of Human Subjects.” The
i censee may affirmthe use of this policy).

OR

Li censee has license anmendnent authorizing human
research.

(2) Infornmed consent from human subjects
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(3) Approval of research activities from an
I nstitutional Review Board or Radioactive Drug
Research Comm ttee

Managenent Oversight. The degree of managenent oversi ght can
be determ ned by the frequency of |icensee audits and t he use
of qualified auditors; procedures for recordi ng and reporting
deficiencies to managenent; and net hods and conpl etion of
foll ow-up actions by managenent.

1. RSC[10 CFR 35.22, 35.23, 35.31, license condition (L/C)]

- If an RSC is applicable to this licensee, topics of
di scussi on at RSC neeti ngs shoul d i ncl ude ALARA r evi ews,
i ncidents, generic comruni cati ons, authorized users and
uses, waste i ssues, audits, and m sadm nistrations and
recordabl e events, as defined in 10 CFR 35. 2.
The RSC shoul d be aggressi ve i n seeki ng out areas needi ng
i nprovenent, rather than just responding to events and
i nformation fromout si de sources. The i nspector's revi ew
shoul d be of sufficient depth and detail to provide an
overall assessnment of the committee's ability to
identify, assess, and resol ve i ssues. Al so consider the
ef fecti veness of the RSC to communi cate the results of
audits and trendi ng anal yses to appropri ate personnel
perform ng licensed activities.

Addi tional |tens:

Menmber ship as specified

Meetings held quarterly

Quoruns established

Records of neetings maintai ned

Has sufficient authority

Appr ove/ di sapprove credential s of i ndivi dual s before
allowing them to work as an authorized user or
aut hori zed

nucl ear phar maci st

2. RSO [10 CFR 35.21, 35.23, 35.900] - The RSO is the
i ndi vidual, appointed by I|icensee nmanagenent and
identified on the license, who is responsible for
i npl ementing the radiati on safety program

3. Audits [10 CFR 25.22, 20.1101, 20.2102; L/C] - Records
should be reviewed with particular attention to
deficiencies identified by the auditors and any
corrective actions taken as a result of these
defi ci enci es.

4. ALARA [10 CFR 35.20] - Medical licensees nust conduct
reviews to ensure that efforts are mude to mintain
i ndi vidual and coll ective doses ALARA.

For additional guidance, refer to IP 87102, "Maintaining
Effluents FromMaterials Facilities As Low As | s Reasonably
Achi evabl e (ALARA)."
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Aut hori zed Users. Authorized users may either be naned in
the license application or be appointed by the licensee,
dependi ng on t he type of |icense i ssued and/ or the wordingin
the license. For those appointed by the |icensee, verify
that the authorized user is trained in accordance with the
approved criteria and has know edge comensurate wth
operational duties.

The regulations in 10 CFR 35.11(b) allow an individual to
recei ve, possess, use, or transfer byproduct material for
medi cal use "under the supervision of" the authorized user,
unl ess prohi bited by Iicense condition. The regulations in
10 CFR 35.11(c) allow an individual to prepare unseal ed
byproduct material for nedi cal use "under t he supervision of"
an aut hori zed nucl ear pharnmaci st or aut hori zed user. These
regul ati ons do not specifically require that the authorized
user/ nucl ear pharnmaci st be present at all tinmes during the
use of such materials. The authorized user/supervisor is
responsi ble for assuring that personnel wunder his/her
supervi sion have been properly trained and instructed,
pursuant to 10 CFR 35. 25(a and b), and i s responsi bl e for the
supervi si on of operations involving the preparation/use of
radi oactive materials whether he/she is present or absent.

Addi tional Itens:
. Radi opharmacy Rule [10 CFR 35. 13]

(1) Conpliance is established by nmeeting at |east one
criterion under each category.

(a) Authorized user

Certifiedbyorgani zationin 10 CFR 35. 910, 920,
940, 950, 960
| dentified on NRC or Agreenent State |icense
ldentified on permt issued by broad-scope
i censee
Listed on facility license

(b) Authorized nucl ear pharmaci st

Does not apply to facilities that are
registered/licensed by FDA/ State Agency as a
drug manuf acturer and di stributionis regul ated
under Part 32.

Certified by organi zation in 35.980
| dentified on NRC or Agreenent State |icense
ldentified on permt issued by broad-scope
i censee
Listed on facility license
(c) Radiation Safety O ficer

Listed on facility license

- 16 - | ssue Date: 08/28/00



03. 04 WAl k- Through Orientation Tour. The inspector should
observe areas of use, storage, and disposal to nmake an initial
assessnent of thelicensee's ALARAprogramwithregardto facility
desi gn, engineering controls, housekeeping practices, etc.

03. 05 Facilities. Descriptions of the facilities are generally
found in the application for a |license and subsequent anmendnents
that are usually tied dowmn to a license condition. The actual or
as-built facility should be configured to provide safe working
areas separated from unrestricted areas and sufficient access
controls to preclude unauthorized entry.

Hi gh radi ati on areas should be strictly controlled to prevent
unaut hori zed or i nadvertent access. Such control s may i ncl ude, but
arenot [imtedto, direct surveillance, |ockingthe highradiation
area, warning |lights, and audi ble alarns. Wen applicable, the
i nspector should also randomy exam ne signals and alarnms to
determ ne operability.

Areas occupi ed by radi ati on workers for | ong periods of tinme and
common- use areas shoul d be controlled in accordance with |icensee
procedures and be consistent with the |icensee's ALARA program
The i nspector shoul d al so be aware of potential industrial safety
hazards for referral tothe U. S. Departnment of Labor's Cccupati onal
Saf ety and Heal th Adm nistration (OSHA).

Processi ng equi pnment, ventil ati on, and exhaust systens shoul d be
sufficient to provide safe use, handling, and storage of the
materials in use. Exam nation of periodic flow rate checks of
ventil ati on and exhaust systens should be perforned.

03. 06 Equi pnent _and I nstrunentation

a. Dose calibrators for photon-emtting radionuclides and
equi pnment used to assay alpha- and beta-emtting
radi onucl i des shoul d be possessed, used, and tested at the
appropriate intervals, in accordance with 10 CFR 35. 50 and
35.52, respectively, and the licensee's procedures; and
appropriate actions should be taken when errors are
identified. Tests to be conducted by the |icensee on dose
cal i brators are constancy, accuracy, |linearity, and geonetric
dependence.

Operabl e survey instrunmentation should be possessed and
readily accessible, per 10 CFR 35.120, 35.220, 35.320, or
35.520, or available, per license conditions, to show
conpliance with Part 35. Survey instrunents arerequiredto
be cal i brated before first use, annual ly, and after repairs,
and checked for response with a dedi cated check source each
day of use. AlIl survey, sanmpling, and nonitoringinstrunents
shoul d have current cali brations appropriatetothetypes and
energi es of radiationto be detected. The techni cal adequacy
of calibration procedures at facilities that performtheir
own calibrations should be exam ned.

b. Licensees that use nol ybdenum 99/techneti um 99mgener ators
are required to nmeasure and record the nolybdenum 99
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concentration in each eluate or extract, to ensure that
humans ar e not adm ni st ered a pharnaceuti cal contai ni ng nore
than 0.15 m crocuries of nolybdenum 99 per mllicurie of
techneti um 99m

No i nspection gui dance.
No i nspection gui dance.
Addi tional Itens:

. Dose cal i brator - Photon-em tting radi onuclides [10 CFR
35.50, L/C]

(1) Performed appropriate checks and tests after
adj ustment or repair of the dose calibrator [10 CFR
35.50(c)] :

(2) Dosage readings over 10nCi mat hematically corrected
for geonetry or linearity errors greater than =10
per cent
[ 10 CFR 35.50(d)].

(3) Repaired or replaced when constancy or accuracy
errors exceeded 10 percent [10 CFR 35.50(d)].

(4) Approved procedures followed [ 10 CFR 35. 21, 35. 25;
L/ C]

(5) Records mintained and include identity of
i ndi vi dual perform ng test [10 CFR 35.50(e)].

. | nstrunmentati on - Al pha- or beta-em tting radi onuclides

(1) Procedures for wuse of instrunmentation [10 CFR

35.52(b)]
(2) Appropriate actiontaken when calibrationerrorsin
excess of limts are identified [L/C]

(3) Records maintained [L/C]
. Survey instrunents
(1) Calibrated per [10 CFR 35.51, L/(
(a) Wthin 20 percent in each scale or decade of
interest [10 CFR 35.51(b), L/ C]
(b) Records nmaintained [10 CFR 35.51(d)]

Material, Use, Control., and Transfer

Aut hori zed Uses. Authorized uses of |icensed material arein
the licenses and license applications. Licenses list the
i sotopes, physical or chemcal fornms, and the maxinum
possession limts.

Addi tional |tens:
. Li censee uses unit doses.

. Use of radiopharnmaceuticals [L/(]
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(1) Licensee neasures activity of each dosage of phot on-
em tting radionuclide before use [10 CFR35.53(a)].

(2) Licensee adm nisters alpha- or beta- emtting

radi onucl i des.

(a) Licenseereceives unit doses and relies on assay
data supplied by manufacturer or properly
i censed organization [10 CFR 35.53(hb)]
AND/ OR

(b) Licensee neasures, by direct neasurenents or
combi nati on of neasurenent and cal cul ati on, each
dosage of al pha- or beta-em tting radi onuclide,
bef ore nedi cal use [10 CFR 35.53(b), L/ (]

(3) Unseal ed materi al used under 10 CFR 35. 100, 200, or
300:
[ 10 CFR 35.100(b), 35.200(b), 35.300(b)]

(a) Obtained frommanufacturer or properly licensed
organi zati on

AND/ OR
(b) Prepared by authorized nucl ear pharmaci st or
physician user or individual under the

supervi si on of an aut hori zed nucl ear phar naci st
or physician user [35.920]

Material Security and Control. Exam ne areas where
radi oactive materials are used and stored. Storage areas
shoul d be | ocked and have |limted and controll ed access.
Radi oactive material use areas should be under constant
surveill ance or physically secured. Controls may i nclude a
utilization log to indicate when, in what amunt, and by
whom radi oactive material is taken from and returned to
st orage areas.

Recei pt and Transfer of Licensed Materials. Depending onthe
size of the licensed program the package receipt and
transfer procedures (a few or many) will be found in the
i cense application. These procedures should be carefully
revi ewed before an i nspection is conducted. Procedures for
transfer and shipnent shoul d i nclude surveying all sources
before shipnment or transfer, transferring anmong the
| i censee’ s authorized users or |ocations, and mai ntaining
survey and receipt/transfer records. Through di scussions
with the licensee, determine if the procedures are foll owed
or have been changed or nodified. Some changes will require
a |l icense anendnent, whereas ot her m nor changes (updating
t el ephone nunbers, editing procedures for clarity, etc.) may
not require NRC approval. Randonly exam ne procedures used
by the licensee to determne if they are in accordance with
those identified in the license application, and determ ne
whet her these changes warrant a |icense amendnment.

The procedures for picking up, receiving, and opening
packages shoul d i ncl ude how and when packages wi || be pi cked
up, radiation surveys and wi pe tests of packages to be done

| ssue Date: 08/28/00 - 19 - 87115



03. 08

87115

on recei pt, and procedures for openi ng packages (such as t he
| ocation in the facility where packages are received,
surveyed, and opened). The procedures al so should include
what actions are to be taken if surveys reveal that packages
are contam nated in excess of specified limts, and/or
radi ati on | evel s t hat are hi gher than expected. If packages
arrive during the course of an inspection, the inspector
shoul d observe, when practical, personnel perform ng the
package recei pt surveys.

The inspector should randonly exam ne records of package
surveys and also determine if inventories for each
radionuclide arewithinthelicenselimts. Inthis regard,
records of inventories after receipt and transfer shoul d
i ndi cat e/ denonstrate that the materials on hand at any one
time are within the |icensee's possession limt. When
practical, the records exam ned should be conpared with a
physi cal inventory of materials possessed.

The inspector should also exam ne the |licensed materials
accounting system A relatively small facility wll
generally need t o mai ntai n recei pt records, di sposal records,
and records of any transfers of material. However, a |l arge
facility will need a sophisticated accounting systemt hat
provi des accurate information onthe receipt of material, its
| ocation, the quantity used and disposed of, the anpunt
transferred to other | aboratories operating under the sane
license, and the amount remaining after decay. The
accounti ng systens shoul d al so consi der radi oactive nateri al
hel d for decay-i n-storage, near-termdi sposal, or transfer to
other licensees. 1In both types of accounting systens, the
| i censee shoul d performroutine physical audits to ensure the
accuracy of the system

Addi tional |tens:

. Arrangenment s made for packages contai ni ng quantities of
radi oactive material inexcess of Type Aquantity [ 10 CFR
20. 1906(a)]

. Package receipt/distribution activities evaluated for
conpliance with 10 CFR 20.1301, “Dose limts for
i ndi vi dual nmenbers of the public.” [10 CFR 20.1302]

Tr ai ni ng

General Training. Certain kinds of trainingandinstruction
are found in the regul ati ons; howthey are i npl emented wil |l
be found inthe license. Discuss with the |licensee how, and
by whom training is conducted and the content of the
training providedto workers (generally foundinthelicense
appl i cation).

Pursuant to 10 CFR 19. 12, instructions nust be provided to
i ndi viduals who in the course of enploynment are likely to
receive in a year an occupational dose in excess of 1 nSv
(100 nrem . Under the basicinstructions, it is managenent's
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responsibility toinformthe workers of precautions to take
when entering a restricted area, kinds and uses of
radi oactive materials inthat area, exposure levels, and the
types of protective equi pnment to be used. The wor kers shoul d
also be informed of the pertinent provisions of NRC
regul ati ons and the license, and the requirenent to notify
managenment of conditi ons observed that may, if not corrected,
result in a violation of NRC requirenents.

Of the training programelenmentsinthelicense application,
training given to authorized users, and those individuals
under the supervision of authorized users, is of primary
i nportance. One or nore users of radioactive materials
should be observed while using licensed material or
interviewed to determ ne that they have recei ved t he required
training, both in the basic instructions and in that
specified in the license application. For sone |icensees,
thi s includes specific training neededto performinfrequent
procedures and prepare and use radioactive material in
research studies. Training should be (and in nost cases i s
required to be) provided to workers before the individual's
performance of |icensed activities. Were exam nations are
required, read a few of the exam nation questions to
ascertainthat they are indicative of what the worker shoul d
know to carry out his/her responsibilities.

The inspector should al so observe related activities and
di scuss the radi ation safety training received by sel ect ed
i ndi vidual s to assure that appropriate trai ning was actually
received by these individuals. Aut hori zed users and
supervi sed individuals should understand the radiation
protection requirenents associated with their assigned
activities. The licensee's radiation safety training nmay
include, but isnot limted to, denonstrati ons by cogni zant
facility personnel, formal | ectures, testing, filnms, and "dry
runs” for nore conplex or hazardous operations.

Addi tional |tens:

. | ndi vi dual ' s under st andi ng of procedures, regul ati ons,
and i nstructions.

(1) Use of survey instrunmentation
(2) Manufacturer’s instructions avail able and fol | owed
seal ed sources [10 CFR 35.59(a)]

. Supervision of individuals by authorized wuser in
accordance with
[ 10 CFR 35. 25]

(1) Supervisedindividual stareinstructedin preparation
of material, principles, and procedures for

Applies to individual s that receive, possess, use, transfer,
or prepare byproduct material for nedical use under
supervi sion of authorized user or nucl ear pharmaci st.
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radiation safety and quality managenent (QM
program as appropriate.

(2) Licensee periodically revi ews supervi sed
i ndi vi dual s’ uses of byproduct material and records
kept to reflect these uses.

(3) Authorized nucl ear pharnmaci st or user periodically
reviews work and records of work of supervised
i ndi vidual, as then pertain to preparing byproduct
mat eri al .

. Wor kers cogni zant of Part 20 requirements for:

(1) Radiation safety program[10 CFR 20.1101]
(2) Annual dose limts [10 CFR 20.1301, 20.1302]
(3) NRC Forns 4 and 5
(4) 10 percent monitoring threshold [10 CFR 20.1502]
(5) Decl ared pregnant wor ker provisions and dose limts
to

enbryo/fetus [10 CFR 20. 1208]
(6) Procedures for opening packages [10 CFR 20.1906]
(7) Sewer disposal limts [10 CFR 20.2003]

Oper ating and Energency Procedures. Operating and ener gency
procedures will be foundinlicense applications and may vary
fromstep-by-step procedures to nore generalized procedures.
The procedures will be approved by NRC and reviewed and
updated by the licensee. M nor changes in radiation safety
procedur es may be made i n accordance with 10 CFR 35. 21(b) (6),
35.22, and 35.31. Any mmjor revisions require an anendment
to the license, in accordance with 10 CFR 35.13.

Sonme | i censees may have agreenments wi t h ot her agencies (e.g.,
fire, lawenforcenent, and nmedi cal organi zati ons) regardi ng
response to energencies. Discuss with the licensee's
representatives what has been done to ensure that agencies
(involved in such agreenents) understand their roles in
ener gency responses.

Radi ophar maceutical Therapy Training [10 CFR 35. 310, L/C].
Li censees that adm ni ster radi opharmaceuti cal therapy nust
provide radiation safety instructions for all personne
caring for such therapy patients and retain records of such
training for 3 years. The instructions nust describe the
| i censee's procedures for control of patients, visitors,
contam nati on, and waste and for notification of the RSOin
case of the patient's death or nedical energency.

Area Radi ati on and Contan nati on Contr ol

Area Surveys. The inspector may ask the |icensee to spot-
check radiation levels, in selected areas, using the
i censee’'s own instrunmentati on. However, the inspector nust
use NRC s instruments for independent verification of the
i censee' s neasurenents.
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I f practical, observe how |icensees conduct surveys to
det erm ne t he adequacy of surveys. Also, note the types of
instrunents wused, and whether they are designed and
calibrated for the type of radiation bei ng neasur ed.

The inspector should determine if workers take snears or
instrunent readings in areas that are readily accessible to
facility personnel. Particular attention should be givento
rel eased patient roonms, hot | ab bench tops, sinks used for
di sposal, and storage areas. The survey activities should be
performed in accordance with 10 CFR 35.70. |Independent
measurenents should be perforned, as needed, to verify
| i censee assunptions or neasurenments.

Addi tional |tens:

. Surveys perfornmed as required [ 10 CFR 20. 1501(a), 35. 70;
L/ C]

(1) Daily with survey instrunments in all areas where
radi opharmaceuti cal s areprepared or adm ni stered]
(2) Weekly with survey instrunments in all areas where
radi opharmaceuticals or radi opharmacy waste are
st ored
(3) Survey techniques can detect 0.001 ntSv/hr (0.1
nrem hr);
2000 dpm
(4) Trigger levels
(a) Exceeded
(b) Corrective action taken
(5) Records maintained [10 CFR 35.70(h), 20.2103; L/(

. Protection of menbers of the public

(1) Licensee made adequate surveys to denpbnstrate
either: (1) that thetotal effective dose equi val ent
(TEDE) to the individual likely to receive the
hi ghest dose does not exceed 1 nSv (100 nrem in a
year; or (2) that if anindividual were conti nuously
present in an unrestricted area, the external dose
woul d not exceed 0.02 nSv (2 nrem) in any hour and
0.5 nSv (50 nrenm) in a year [10 CFR 20.1301(a)(1),

1302(b)].
(2) Unrestricted area radiation |evels do not exceed
0. 02ntv (2 nmrem in any one hour [10 CFR

20.1301(a)(2)] :
(3) Records maintained [10 CFR 20.2103, 2107]

Leak Tests [10 CFR 35.59]. Through a randomrevi ew of the
records, the inspector should determne if records of |eak
tests are maintained and signed by the RSO and if an
inventory of the sealed sources is performed quarterly.

Cont am nation Control. The inspector may choose t o exani ne
the instrunent calibrationrecords (efficiency checks, | ower
limt of detection calculations, geonetry, linearity, etc.),
physi cal location of counting instrunments, nethods of
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detection, and w pe sanple | ocations. Additionally, when
appropri at e, the inspector shoul d consider t aki ng
confirmatory w pe sanpl es.

Addi tional |tens:

. Handling and wuse of radioactive materials for
contam nati on
control [L/(C]

(1) Personnel routinely nonitor thenselves after
procedures or before |eaving.
(2) No eating/drinking/snmoking in use/storage areas

(3) No food, drink, or personal effects kept in
use/ st orage areas

(4) Radi oactive waste di sposed of in proper containers

(5) Use of shielding/distance while using/storing

mat eri al

d. Protective Clothing. Observation of the protective clothing
wor n by nucl ear nmedi ci ne personnel or ot her applicable staff
during work activities should provide the i nspector with an
accept abl e neans of reviewing this requirenment. Requirenents
for protective clothing may be found in the |icensee's
pr ocedur es. Typi cal protective clothing nmay include
di sposabl e gl oves, | aboratory coats, eye/face shields, and
shoe covers.

03.10 Radi ati on Protection

| a., b., and d. Specific guidance is set forth in IP 83822,
"Radi ati on Protection.”

cC. Personnel Dosinmeters. Dosinmetry devices appropriateto
the type, energy, or emtted radiation, and the
antici pated radiation fields, shoul d have beenissuedto
facility personnel.

Addi tional |tens:

. Li censee perfornmed exposure eval uati on [ 10 CFR 20. 1501] .
. External dosinmetry

(1) Monitoring of workers [10 CFR 20.1502(a), L/(

(2) External exposures account for contributions from
ai rborne activity [10 CFR 20. 1203]

(3) Dosinmeters exchanged at required frequency [L/C]

. | nternal dosinetry

(1) Monitoring of workers [10 CFR 20.1502(b), L/

(2) Air sanmpling [L/C, 10 CFR 20. 1204]

(3) Monitoring/controlling programinplenented [10 CFR
35. 205, 35.315(a)]

(4) Respiratory protection equipnment [10 CFR 20. 1703,
L/ C]
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. Recor ds

(1) Prior dose determned for individuals likely to
recei ve doses [10 CFR 20. 2104]

(2) Maxi mum exposures TEDE

(3) Maxi mum comm tted dose equival ent (CDE)

(4) Maxi mumconmm tted effective dose equi val ent ( CEDE)

(5) Licensee sunms internal and external [10 CFR 20. 1202]

(6

) TEDEs and total organ dose equival ents (TODES)
within limts [10 CFR 20.1201]
(7) NRC forms or equivalent [10 CFR 20.2104(d),
20.2106(c)]

. If licensee had a declared pregnant wonman during
i nspection period, then decl arati on was made in witing
(review records).

(1) Licenseeinconpliance with doseto enbryo/fetus |10
CFR 20.1208] and records mintained [10 CFR
20.2106(e)]

e. Patient Release. The inspection of the patient release
criteriais to be performance-based. The i nspector shoul d be
fam liar with the contents of Regul atory CGui de 8. 39, "Rel ease
of Patients Adm nistered Radioactive Mterials." Four
di stinct objectives should be addressed in establishing
conpliance with 10 CFR 35. 75.

(1) The patient releasecriteriapermt |licensees torelease
i ndi viduals from control if the TEDE to any other
i ndividual isnot |ikelytoexceed5 nSv (500 ntrem). The
gquantities of radi opharnmaceuti cal s (dosage) adm ni st ered

to patients for nmost, if not all, diagnostic
studies will deliver less than 5 nSv (500 ntremto ot her
i ndi vi dual s. The licensee should be famliar wth

Regul atory Gui de 8.39. The i nspector should bring this
Regul atory CGuide to the attention of appropriate
individuals if the licensee is not famliar with the
Guide. In particular, the licensee should be fam i ar
with the table of activities and dose rates for
aut hori zi ng patient rel ease and giving instructions. |If
the licensee is not using the tables in the Regul atory
Guides as the basis for releasing the patient, the
| i censee's practices should be revi ewed.

(2) The licensee should befamliar withthe requirenmentsin
10 CFR 35.75(b) to provide instructions to rel eased
i ndividual sif the dose to any other individual islikely
to exceed 1 nSv (0.1 rem. In general, the licensee is
required to give instructions, including witten
instructions, on how to maintain doses to other
individuals as low as is reasonably achievable. The
i nspect or may determ ne howthe |l i censee i s denonstrati ng
conpliance with this requirenent by review ng sanple
instructions and/or discussing the content of the
instructions with applicable staff. If thelicenseeis
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required by the rule to provide instructions to breast-
f eedi ng wonmen, the instructions should include gui dance
ontheinterruption or discontinuation of breast-feeding
and i nformati on on t he consequences of failureto foll ow
t he gui dance.

(3) Licensees arerequiredto maintain, for 3 years, arecord
of thereleaseif the patient’s TEDE has been cal cul at ed:
(1) usingtheretainedactivity rather thanthe activity
adm ni stered, (2) using an occupancy factor |ess than
0.25 at 1 nmeter (39.4 inches): (3) using the biological
or effective half-life, or (4) consideringthe shielding
by tissue. If thelicenseeis not usingthese criteria,
no record of the release is required.

(4) If the TEDEto a breast-feeding child coul d exceed 5 nSv
(500 mrem if the breast-feeding were continued,
i censees are required to docunent that instructions are
bei ng provided per 10 CFR 35.75(d).

QWP and M sadmi ni strations [ 10 CFR 35.32]. Thi s gui dance
applies to nucl ear nedicinelicensees who are aut hori zed
to possess and use: (1) quantities greater than 30
m crocuries of either sodium iodide I-125 or 1-131;
and/ or (2) t herapeutic guantities of
radi opharmaceuti cal s, other than sodi umi odi de I -125 or
| -131.

QW Directives. I nspectors should observe and interview
i ndi vi dual s as they performapplicabl e duties, to deterni ne
if the licensee’s QW, as inplenmented, effectively ensures
t hat byproduct material will be adm nistered as directed by
t he aut hori zed user. The revi ewshoul d i ncl ude consi derati on
of thelicensee s inplenentation of acontinuous i nprovenment
in the followi ng processes: nmonitoring, identification,
eval uation, corrective action, and preventative neasures.

Revi ew. The frequency of the QW revi ew may vary. However,
10 CFR 35.32 requires that a review of the QW be perforned
at intervals of no greater than 12 nonths. The
annual review of the licensee’s QW should include: (1) a
representative sanple of patient (and human research)
adm nistrations; (2) all recordable events; and (3) all
m sadm ni strations.

Records. Records of the QW annual review should include
eachwittendirective, arecord of each adm ni stered dose or
dosage, and the eval uations and fi ndi ngs.

M sadmi ni strati ons and Recordable Events. If, during the
i nspection, a previously unidentified m sadm nistrationis
identifiedby the inspector: (1) remindthe licensee of the
need to conply with the reporting requirenments described in
10 CFR 35.33, "Notifications, reports, and records of
m sadm nistrations”; and (2) follow the procedure for
reactive i nspections and t he gui dance provi ded i n Managenent
Directive 8.10, "NRC Medical Event Assessnment Program "
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For recordable events, verify that an evaluation was
perfornmed wi thin 30 days after di scovery of aself-identified
(identified by the |licensee) event, and note the corrective

actions that were taken. If no, or inadequate, corrective
actions were taken, determ ne whether the | ack of corrective
action caused the license to be in nonconpliance wth

regul atory requirenments. |If arecordable event isidentified
by the inspector, bring the event to the attention of the
i censee. The licensee has 30 days in which to eval uate the
event and take any necessary corrective action.

Wast e Managenent

Wast e St orage and Di sposal . Ceneral |y, radi onuclides usedin
nucl ear medicine facilities have half-lives of 65 days or
| ess and can be decayed in storage for 10 half-1lives,
surveyed and, when i ndi stingui shabl e frombackground, can be
di sposed of as non-radi oacti ve wast e.

For further inspection guidance, refer to I|P 84850,
"Radi oacti ve Wast e Managenent - | nspecti on of WAst e Gener at or
Requirements of 10 CFR Part 20 and 10 CFR Part 61" and
I nformation Notice (IN) 94-07, “Solubility Criteria for
Liquid Effluent Releases to Sanitary Sewerage Under the
Revi sed 10 CFR Part 20.”

Addi tional |tens:

. Di sposal records mai ntained [ 10 CFR 20. 2103(a), 20.2108;
L/ C]

. Wast e conpacted [L/ (]
. Wast e storage area(s)

(1) Containers properly | abel ed and area properly posted
[ 10 CFR 20.1902, 20.1904]
(2) Package integrity maintained [L/(C

. Packagi ng, Control and Tracking [App. F.I111] [10 CFR
20.2006(d)]:

Note: The licensee's waste is likely to be Class A

(1) Not packaged for di sposal in cardboard or fi berboard
boxes [10 CFR 61.56(a)]

(2) Liquidwastes solidified (i.e., |ess than 1 percent

freestanding | iquid), and voi d spaces m nim zed [ 10

CFR 61.56(a), (b)]

Does not generate harnful vapors [10 CFR 61.56].

Structurally stable (will maintain its physical

di mensions and form under expected disposal

conditions) [10 CFR 61.56(b)] :

(5) Packages properly labeled [10 CFR 20, App.
F.ILTLOA 2]

(6) Licensee conducts a quality control (QC) programto
ensure conpliance with [10 CFR 61.55, 56] and

NN
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i ncl udes managenent eval uati on of audits [ 10 CFR 20,
App. F.I11.A 3].

(7) Shipments not acknow edged within 20 days after
transfer are
investigated and reported [10 CFR 20, App.

F.I11.A 8].

b. Effluents. The verification of the |icensee’ s conpliance
withthe requirenents for effluent rel eases and t he treat nment
or di sposal of waste can be made t hrough observati ons of an
operation, a review of selected records, interviews with
wor kers, etc. The revi ewof records should include the waste
rel ease records generated since the |l ast i nspection, annual
or sem annual reports, pertinent nonroutine event reports,
and a randomsel ection of liquid and ai rborne waste rel ease
records.

For further inspection guidance, refer to | P 87102.
Addi tional Itens:
. Rel ease into sanitary sewer [10 CFR 20.2003]

(1) Material is readily soluble or readily dispersible
[ 10 CFR 20.2003(a)(1)].

(2) Monthly average rel ease concentrations do not exceed
Appendi x B val ues [10 CFR 20.2003(a)(2),
20.2003(a)(3)].

(3) No more than 5 Ci of hydrogen-3 (H-3); 1 Ci of
carbon- 14
(C-14); and 1 Ci of all other radi onuclides conbi ned

rel eased in a year [10 CFR 20.2003(a)(4)]

87115

(4) Procedures to ensure representative sanpling and
anal ysi s properly inplenmented [ 10 CRF 20. 1501, L/ (]

. Rel ease to septic tanks [10 CFR 20.1003]

(1) Wthinunrestricted limts [10 CFR App B, Tabl e
2]

. Waste incinerated [10 CFR 20. 2004]

(1) License authorizes [10 CFR 20.2004(a)(3)]

(2) Licensee directly nonitors exhaust.

(3) Airborne rel eases evaluated and controll ed
[ 10 CFR 20. 1501, 20.1701]

. Control of air effluents and ashes [10 CFR 20. 1201,
20. 1301, 20.1501, 20.2001; L/C] {See also |IP 87102,
Regul atory Guide (RG 8. 37}

(1) Basis for determ nation of conpliance with air em ssion
requi renents in Part 20:

(a) Measured concentrations of radionuclides in air
effluents are below Appendix B, Table 2,
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concentrations [and external dose <0.5 nSv/yr (50
nemyr)].

(b) Bounding cal cul ati ons showthat air effluents could
not exceed Appendi x B, Tabl e 2, concentrations [ (and
external dose < 0.5 nSv/yr (50 nremyr)].

(c) Dose nodeling shows that the TEDE to the i ndi vi dual
menber of the public likely to receive the highest
dose will not exceed 0.1 nSv/yr (10 nremyr) from
t hese em ssions.

(d) Licensee does not possess sufficient radioactive
material to exceed Part 20 requirenents.

Transfer [10 CFR 20. 2001, 20.2006]. Licensees nust have an
adequat e et hod of determ ning that recipients of radi oactive
wastes are |icensed to receive such waste (i.e., licensee
obtains a copy of the waste recipient's current |icense
before the transfer).

Addi tional Itens:
. Transfers to | and disposal facilities

(1) Each shi pnent acconpani ed by a mani f est prepared
as specified in Section | of Appendix F[10 CFR
20.2006(b), 10 CFR 20, App. F.111.A 4]

(2) Mani fests certified as specifiedin Section

Il of Appendix F [10 CFR 20.2006(c)]

Records. Each licensee is required to maintain records of
t he di sposal of licensed material made under 10 CFR 20. 2002-
2005, Part 61, and di sposal by burial insoil. These records
must be retained until the Conm ssion term nates each
pertinent licenserequiringtherecord. For nuclear nmedicine
wast e that i s decayed in storage for 10 hal f-1ives, surveyed,
and di sposed of in the normal waste stream records are
required to be retained for 3 years from the date of
di sposal

Addi tional |tens:

. Records of surveys and material accountability [10 CFR
20. 2103, 2108]

Fi nanci al Assurance and Decommi ssi oni ng. The decomm ssi oni ng
record-keeping requirenments are applicableto all nmaterials
i censees, includinglicensees with only seal ed sources, and
are specified in 10 CFR 30.35(9). These records shoul d
contain, anong other information: (1) records of spills or
ot her  unusual occurrences involving the spread of
contam nationinandaroundthe facility, equi pnment, or site
(when contam nation remains after cleanup, or when
cont am nants may have spread to i naccessi bl e areas); (2) as-
bui |t drawi ngs and nodi fi cations of structures and equi pment
in restricted areas where radi oactive materials are used
and/ or stored, and |locations of possible inaccessible
contam nation; (3) except for areas with only nonl eaking
seal ed sources or byproduct materials with half |lives of | ess
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t han 65-days, a single docunent detailing restricted areas
and formerly restricted areas, buri ed waste, areas requiring
decontam nation that are outside of restricted areas, and
areas outside of restricted areas that, if the license
expi red, would have to be decontam nated or approved for
di sposal ; and (4) records of the cost estimte performed for
a decommi ssi oni ng fundi ng plan or the anmobunt certified for
decomm ssi oni ng. This list is not all-inclusive of the
information and requirenents given in 10 CFR 30.35(Q).

Sone |icensees, but not all, may rel ease | aboratories or
ot her roons within a building for unrestricted use, w thout
a license amendnment. The rel ease of these areas may fal
out si de of the reporting requirenents inthe Decomi ssi oni ng
Tineliness Rule if the |licensee continues to conduct ot her
activitiesinthe sanme building. Inspectors shouldidentify
the roonms that have been rel eased since the | ast i nspection
and perform confirmatory neasurenents to verify that
radi ati on and contam nation |l evels are belowreleaselinmts.
Li censee survey records and ot her docunentation should be
reviewed to verify that the basis for rel easi ng each roomi s
adequately docunmented in the |icensee's decomm ssioning
records.

Li censees submit financial assurance instruments and/or
decomm ssioning plans for a specific set of conditions.
Cccasional ly, those conditions may change over time and t he
i censee may not notify NRC. The i nspector shoul d be aware
of changes, in radiol ogical conditions, while inspecting a
licensee's facility, that woul d necessitate a change in the
financi al assurance i nstrunent and/ or deconm ssi oni ng pl an,
especi al |l y where t he radi ol ogi cal conditions deteriorate and
the financi al assurance i nstrunent or deconm ssi oni ng pl an
may no |onger be sufficient. Exanpl es of changes are
radi ol ogi cal incidents such as spills or process upsets.
Unaut hori zed changes by the licensee to processes, types of
licensed materials, possession limts, or chemcal or
physical fornms of licensed materials, may also pronpt a
reeval uati on of whether the financial assurance instrunment
and/ or deconmi ssioning plan remains sufficient.

Sone | i censees are required to mai ntai n deconm ssi oni ng cost
esti mates and fundi ng nethods onfile. If thelicensee uses
a parent conpany guarantee or a self-guarantee as a fundi ng
met hod, a Certified Public Accountant should certify each

year that the l|icensee passes a financial test. The
financial test ratios for parent conmpany guar ant ees and sel f -
guarantees are specified in Section Il, Appendix A and

Appendi x C, respectively, to 10 CFR Part 30.

Decomm ssioning Tineliness. If the license to conduct
principal activities has expired or been revoked; if the
i censee has nade a deci sion to permanently cease princi pal
activities at the site or in any separate building; or if
there has been a 24-nmonth duration when no principal
activities were conducted at the site or in any separate
bui | di ng, then the deconmmi ssioningtineliness requirenentsin
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10 CFR 30. 36, 40.42, 70.38, or Part 72 apply. A principal
activity is onethat is essential to the purpose for which a
i cense was i ssued or anmended, and does not include storage
incidental to decontam nation or decomm ssioni ng.

The requirenments of 10 CFR 30.36, 40.42, and 70.38 do not
apply to rel eased roonms within a building where princi pal

activities are still on-going in other parts of the sane
bui | di ng. However, in those cases, the inspector should
foll ow the guidance in Section 03.12.e, above, regarding
confirmatory neasurenents of the released area. Once

principal activities have ceasedinthe entire building, then
t he decommi ssioning tineliness requirenents will take effect.

The Decommi ssioning Tinmeliness Rule becane effective on
August 15, 1994. Specific guidance regarding the tim ng of
the notification requirenments is as follows: (1) If the
i cense has expired or been revoked, or if the |icensee has
made a deci sion to permanently cease principal activities,
and the licensee provided NRCnotification before August 15,
1994, then August 15, 1994, is considered to be the date for
initiating the decomm ssioning calendar (i.e., date of
notification); or (2) If there has been a 24-nonth duration
i n which no principal activities have been conducted at the
| ocation before the effective date of the rule, but the
i censee did not notify NRC, thenthe 24-nonth time peri od of
inactivity is consideredto beinitiated on August 15, 1994,
and the licensee nust provide notification to NRC within
ei t her 30 or 60 days of August 15, 1996 (dependi ng on whet her
the |icensee requests a del ay).

Decommi ssioning tinmeliness issues can be conplex. For
situations where an inspector has questions about the
| i censee' s status and whet her t he decomm ssi oning tineliness
st andar ds apply, he/she shoul d i medi atel y contact regi onal
managemnent .

For planning and conducting inspections of |icensees
under goi ng decomm ssi oni ng, refer to MC 2602,
"Decomm ssi oni ng I nspecti on Programfor Fuel Cycle Facilities
and Materials Licensees”; |P 87104, "Deconni ssioning
| nspection Procedure for Materi al s Li censees”; and NUREG BR-
0241, “NMSS Handbook for Deconm ssioning Fuel Cycle and
Mat eri al s Licensees.”

03.13 Transportation. The inspection should include areview
of thelicensee s conpliance with transportationrequirenents for
the quantities and types of Iicensed materi al shi pped; the node of
transportation used for |icensee shipments; the licensee's
hazardous materi al training; packages and associ at ed docunent ati on
(mar ki ng and | abel i ng) procedures for nonitoringradiation | evels
and cont am nation | evel s of packages; package desi gn requirenents;
vehi cl es (i ncl udi ng pl acardi ng, cargo bl ocki ng, and bracing, etc.);
shi ppi ng papers; HAZMAT training and comruni cati on procedures;
records and reports; and any i nci dents reportedto DOT. Thisis an
i deal area for inspector observations of |icensee practices. The
DOT and NRCregul ati ons for transportati on of radi oactive material s
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were recently revised, and the revi si ons general | y becane effective
April 1, 1996.

For further i nspection gui dance, refer to |l P 86740, "I nspecti on of
Transportation Activities,” and Tenporary Instruction (TI)
2515/ 133, “Inplenmentation of Revised 40 CFR Parts 100-179 and 10
CFR Part 71.” Inspectors should also refer closely to "Hazard
Communi cati ons for Class 7 (Radi oactive) Materials,” the NRCfield
reference charts on hazard comruni cati ons for transportation of
radi oactive materials, which contain references to the new
transportation requirenents and are useful field references for
det erm ni ng conpliance with the transportation rul es on | abeling,
pl acar di ng, shipping papers, and package marKki ngs.

Addi tional Itens:
e Licensee returns radi opharmacy doses

(1) Licensee assunes shipping responsibility.
(2) Describe arrangenents made between |icensee and
radi opharmacy for shi pping responsibilities, if |icensee
does not assune shipping responsibility.

« M scel | aneous Requi renents

(1) No | abel ed packages carried in passenger conpartnments
[ 10 CFR 173.448(c)]

(2) Overpack requirenents observed, if packages are offered in
over pack

(3) Expanded and changed Al/ A2 values fromthe April 1, 1996,
rul e changes have been inplenented [10 CFR 173.435] (verify
only once per |icensee).

03. 14 Posting and Label i ng. Applicabl e docunents, notices, or
forms shoul d be posted in a sufficient nunber of places to permt
i ndi vi dual s engaged in |icensed activities to observe themon the
way to or fromany particular licensed activity | ocation to which
t he posting would apply.

Areas with radi ation hazards shoul d be conspi cuously posted, as
required by 10 CFR 20.1902. Dependi ng on the associ ated hazard,
control s may i ncl ude t ape, rope, or structural barriers, to prevent
access. |If volatile radioactive materials are used in an area,
such an area should be controlled for airborne contam nation.
Exceptions to posting caution signs can be foundin 10 CFR 20. 1903.
The i nspect or shoul d randonl y observe | abel i ng on packages or ot her
containers, to determne that proper information (e.g.

radi onuclide, quantity, and date of neasurement) is recorded.

03. 15 Ceneric Communications of Information. NRC generic
conmmuni cations often alert |icensees to potential health and safety
issues as a result of or the potential for an event/incident.

03. 16 Notifications and Reports. The |licensee may be required
to make notifications after loss or theft of material,
over exposures, incidents, high radiation |evels, etc. The
i nspector should use discussions with |icensee personnel and
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reviews of representative records to verify that notifications
and/ or reports were appropriately submtted to NRC

The regul ations in 10 CFR19. 13(b) require that each |licensee shal

advi se each wor ker annually of the worker's dose, as shown i n dose
records mai ntained by the licensee. The licensee nust advi se all
wor kers for whom nonitoring is required (and, therefore, dose
records are required). The licensee nust advi se t hese workers of
internal and external doses from routine operations, and doses
received during planned special exposures, acci dents, and
energenci es. The report to the individual nmust be in witing and
must contain all the information required in 10 CFR 19.13(a).

03. 17 Special License Conditions. Sone licenses will contain
special license conditions that are unique to a particular
practice, procedure, or piece of equi pnent used by the |icensee.
The i nspect or shoul d al so note that sonme special |icense conditions
will state an exemption to a particular NRC requirenment.

03.18 Research Involving Human Subjects. This type of research
must satisfy the following conditions: (1) All research is
conduct ed, supported, or regul ated by anot her Federal Agency t hat
has i npl ement ed “Federal Policy for Protection of Human Subj ects”
[10 CFR 35.6], or the licensee is authorized to conduct such
research; (2) the licensee obtains informed consent from the
subj ects, as defined and descri bed in the Federal Policy; and (3)
the Ilicensee obtains prior review and approval from an
I nstitutional Revi ewBoard, as defi ned and descri bed in the Federal
Policy.

03.19 | ndependent and Confirnatory Measurenents. Confirmatory
measurenents are those whereby the inspector conpares his/her
measurenents wth those of the |icensee's. | ndependent
measur enent s are t hose perfornmed by t he i nspector, i ndependentl|y of
the li censee's neasurenents. | ndependent neasurenents shoul d be
perfornmed on all i nspections, unl ess exceptional circunstances nmake
it inmpossible to perform the neasurenents (e.g., inspector's
detection equi pmrent mal functions during an inspection trip).
Measur ement s of dose rates at the boundary of the restricted areas
shoul d be performed at the surface of the nost accessi bl e pl ane.
Exanpl es of neasurenments that nay be perfornmed include area
radi ati on surveys, w pe sanples, | eak tests, air fl owneasurenents,
etc. These nmeasurenents should be takenin |licensed material use
areas, storage areas, effluent rel ease points, etc. To performthe
i ndependent or confirmatory neasurenent, use NRC radiation
detectioninstrunments that are calibrated at | east as frequently as
required for the nuclear nmedicine |icensee being inspected.

03. 20 Exit Meeting. When the inspectionis over, there should
be an exit neeting with the nost senior |licensee representative
present at the facility. If a senior managenent representativeis
unavail able for the exit neeting, the inspector may hold a
prelimnary exit nmeeting with appropriate staff onsite. However,
there nust be a formal exit meeting with a senior nmanagenment
representative (and the licensee's RSO if not present at the
prelimnary exit neeting) as soon as practical after the
i nspection. This formal exit nmeeting may be perforned by tel ephone
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conference call. Personnel involvedinthe exit neeting are to be
identified in the Inspection Record.

The |icensee should be encouraged to respond to the PEFs of
concern. For further guidance, refer to I P 87101, "Performance
Eval uati on Factors."

If the inspector identifies safety concerns or violations of
significant regul atory requirenents that affect saf e operati on of
alicensee's facility, the |icensee nust i medi ately address any
significant safety concerns andinitiate pronpt corrective acti on.
The i nspector shoul d not | eave the site until the concernis fully
understood by the licensee and corrective action has been
initiated. |If the inspector and the licensee di sagree over how
significantly the concern inpacts continued saf e operati on of the
facility, regional managenent should be notified i med ately.

Al t hough deficiencies identified in some areas (e.g., workers'
know edge of the Part 20 requirenents) are not al ways vi ol ati ons,
t he i nspector should bring such deficiencies to the attention of
| i censee managenent at the exit neeting and also in the cover
letter transmtting the i nspection record or Notice of Violation

( NOV) .

03. 21 Post I nspection Actions. Regi onal office policy
i ndi cates wi t h whomt he i nspector will reviewhis or her i nspection
findings (e.g., theinspector's supervisor), follow ngthe gui dance
in MC 2800, "Materials Inspection Program "™ The i nspector shoul d
di scuss the findings indetail, comensurate with the scope of the
i censee's program Violations, itens of concern (e.g., negative
PEFs), and unresol ved i tens shoul d be di scussed i n sufficient depth
f or managenent t o make appropri at e deci si ons regar di ng enf or cenent
actions, referral to other State and Federal agencies, and
deci si ons on t he schedul i ng of future i nspections of thelicensee's
facility.

Di scussion of the i nspection findings with licensing staff can be
particul arly useful if thelicenseeis havingits |license renewed
or has recently submtted a license anendnent request. Licensing
i nformation requested by the |l icensee shoul d al so be di scussedw th
the licensing staff.

| nspectors shoul d be aware t hat NRC has entered i nt o several MOUs,
wi t h ot her Federal agencies, that outline agreenents onitens such
as exchange of information and evidence in crinnal proceedings.

The i nspector nmay report theresults of inspectionstothelicensee
ei ther by issuing an NRC Form 591 or a regional office letter to
the licensee, following the guidance in MC 2800 and NRC s
Enforcement Manual. The findings should be docunented in the
i nspectionrecord, insufficient detail for the reader to determ ne
what requirenment was viol ated, howit was viol ated, who viol at ed

the requi rement, and when it was vi ol ated. Copies of all licensee
docunment s needed t o support the violation should be attachedtothe
i nspection record. The inspection record should be used to

descri be what procedures or activities were observed and/or
denonstrated by the | icensee during the i nspection, and any itens
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of concern identified that were not cited as a violation of
regul atory requirenents.

| nspectors may conpl ete the inspection record either by hand or
el ectronically. VWhen the inspection did not include a major
section on the inspection record form the record shoul d i ncl ude
remar ks about why the section was not applicable or was not
revi ewed.

For further i nspection gui dance, refer to Section 07.04 of MC 2800.

87115-04 REFERENCES

Specific references to regulatory and |icense requirenents for
nucl ear medicine |licensees are listed in Appendix B.

Alisting of MCs and I Ps, applicable to the inspection programfor
materials |icensees, can be found in Section 2800-11 of MC 2800.
These docunents are to be used as guidelines for inspectors in
determ ning the inspection requirenents for operational and
radi ol ogical safety aspects of various types of |icensee
activities.

END
Appendi ces:
A. “Nucl ear Medici ne I nspection Record"
B. “Nucl ear Medici ne Inspection References”
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APPENDI X A

NUCLEAR MEDI ClI NE | NSPECTI ON RECORD

Region ____
Inspection record No. License No.
Licensee (Name and Address): Docket No.
Location(Authorized Site) Being Inspected:
Licensee Contact: Telephone No.
Priority: Program Code:
Date of Last Inspection:
Date of This Inspection:
Type of Inspection: ( ) Announced ( ) Unannounced
( ) Routine ( ) Special
() Initial
Next Inspection Date ( ) Normal ( ) Reduced ( ) Extended

Justification for change in normal inspection frequency:

Summary of Findings and Actions:

( ) No violations cited, clear U.S. Nuclear Regulatory Commission (NRC) Form 591 or

regional letter issued
( ) Non-cited violations
( ) Violation(s), Form 591 issued
( ) Violation(s), regional letter issued
( ) Follow-up on previous violations

Inspector(s)
(Sign Name)
(Print Name)
Approved
(Sign Name)
(Print Name)
| ssue date: 08/28/00 A-1

Date

Date
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PART I-LICENSE, INSPECTION, INCIDENT/EVENT, AND ENFORCEMENT HISTORY

1. AMENDMENTS AND PROGRAM CHANGES:
(License amendments issued since last inspection, or program changes noted in the

license)
AMENDMENT # DATE SUBJECT
2. INSPECTION AND ENFORCEMENT HISTORY:
(Unresolved issues; previous and repeat violations; Confirmatory Action Letters; and
orders)
3. INCIDENT/EVENT HISTORY:

(List any incidents, recordable events, or misadministrations reported to NRC since the
last inspection. Citing “None” indicates that regional event logs, event files, and the
licensing file have no evidence of any incidents or events since the last inspection.)
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PART Il - INSPECTION DOCUMENTATION

*

References that correspond to each inspection documentation topic are in Inspection
Procedure (IP) 87115, Appendix B, “Nuclear Medicine Inspection References.”

The inspection documentation part is to be used by the inspector to assist with the
performance of the inspection. Note that all areas indicated in this part are not required to
be addressed during each inspection. However, for those areas not covered during the
inspection, a notation ("Not Reviewed" or “Not Applicable”) should be made in each section,
where applicable.

All areas covered during the inspection should be documented in sufficient detail to describe
what activities and procedures were observed and/or demonstrated. In addition, the types
of records that were reviewed and the time periods covered by those records should be
noted. If the licensee demonstrated any practices at your request, describe those
demonstrations. The observations and demonstrations you describe in this report, along
with measurements and some records review, should substantiate your inspection findings.
Attach copies of all licensee documents and records needed to support violations.

NOTE: Unless an inspector needs to intervene to prevent an unsafe situation, direct
observation of work activities should be conducted such that the inspector’s presence does
not interfere with patient care or the patient’s privacy.
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ORGANIZATION AND SCOPE OF PROGRAM:

(Management organization; authorities and responsibilities; authorized locations of use;
type, quantity, and frequency of byproduct material use; staff size; mobile nuclear medicine

service; limited distribution of pharmaceuticals; and research involving human subjects)

MANAGEMENT OVERSIGHT :

(Management support to radiation safety; Radiation Safety Committee; Radiation
Safety Officer; and program audits, including as low as is reasonably achievable
(ALARA) reviews)




3. FACILITIES:
(Facilities as described; uses; control of access; and engineering controls)

4. EQUIPMENT AND INSTRUMENTATION:
(Dose calibrator; instrumentation for assaying alpha- emitting and beta-emitting
radionuclides; generators; syringes and vials; survey instruments; 10 CFR Part 21
procedures; and special equipment and instrumentation.)

5. MATERIAL USE, CONTROL, AND TRANSFER:
(Materials and uses authorized; use of radiopharmaceuticals; security and control of
licensed materials; and procedures for receipt and transfer of licensed material)
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6. RADIOPHARMACEUTICAL THERAPY:
(Safety precautions; surveys; and release criteria of patients and rooms)

7. QUALITY MANAGEMENT PROGRAM (QMP) AND MISADMINISTRATIONS:
(QMP - written directives, implementation, reviews, and records; misadministrations -
identification, notifications, reports, and records)

8. AREA RADIATION SURVEYS AND CONTAMINATION CONTROL:
(Radiological surveys; air sampling; leak tests; inventories; handling of radioactive
materials; records; and public doses)
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9. TRAINING AND INSTRUCTIONS TO WORKERS:
(Interviews and observations of routine work; staff knowledge of all routine activities;

10 CFR Part 20 requirements; therapy training and postulated emergency situations;
supervision by authorized users)

10. RADIATION PROTECTION:

(Radiation protection program with ALARA provisions; external and internal dosimetry;
exposure evaluations; dose records; and patient release)

11. RADIOACTIVE WASTE MANAGEMENT :

(Disposal; effluent pathways and control; storage areas; transfer; packaging, control, and
tracking procedures; equipment incinerators, hoods, vents and compactors; and records)
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12. DECOMMISSIONING:
(Records of radiological conditions; decommissioning plan/schedule; notification
requirements; cost estimates; funding methods; financial assurance; and Timeliness
Rule requirements)

13. TRANSPORTATION:
(Quantities and types of licensed material shipped; packaging design requirements;
hazardous materials (HAZMAT) communication procedures; unit dose return; return of
sources; procedures for monitoring radiation and contamination levels of packages;
HAZMAT training; and records and reports)
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14. NOTIFICATIONS AND REPORTS:
(Theft; loss; incidents; overexposures; change in Radiation Safety Officer (RSO),
authorized user, or nuclear pharmacist; and radiation exposure reports to individuals)

15. POSTING AND LABELING:
(Notices; license documents; regulations; bulletins and generic information; posting of
radiation areas; and labeling of containers of licensed material)

16. INDEPENDENT AND CONFIRMATORY MEASUREMENTS:
(Areas surveyed; comparison of data with licensee’s results and regulations; and
instrument type and calibration date)
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17. VIOLATIONS, NON-CITED VIOLATIONS (NCVs) AND OTHER SAFETY ISSUES:

(State requirement and how and when licensee violated the requirement. For NCVs,
indicate why the violation was not cited. Attach copies of all licensee documents

needed to support violations.)

18. PERSONNEL CONTACTED:

(Identify licensee personnel contacted during the inspection [including those individuals

contacted by telephone].)

Use the following identification symbols:
# Individual(s) present at entrance meeting
* Individual(s) present at exit meeting

19. PERFORMANCE EVALUATION FACTORS:

>

Lack of senior management involvement with the

radiation safety program and/or RSO oversight

RSO too busy with other assignments () Y () N

Insufficient staffing

Radiation Safety Committee (RSC) fails to meet or functions
inadequately () N/A
Inadequate consulting services or inadequate

audits conducted () N/A

oCow

m

OYQON
OY(ON
OYQON
OY(ON

Remarks (consider the above assessment and/or other pertinent performance evaluation

factors (PEFs) with regard to the licensee's oversight of the radiation safety program):
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| 20. SPECIAL CONDITIONS OR ISSUES:
(Special license conditions)
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PART Ill - POST- INSPECTION ACTIVITIES

1. REGIONAL FOLLOW-UP ON PEFs:

2. DEBRIEF WITH REGIONAL STAFF:
(Post-inspection communication with supervisor, regional licensing staff, Agreement
State Officer; and/or State Liaison Officer)

END
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APPENDIX B
NUCLEAR MEDICINE INSPECTION REFERENCES

1. ORGANIZATION AND SCOPE OF PROGRAM
10 CFR 35.6 Provisions for research involving human subjects.
10 CFR 35.29 Administrative requirements that apply to the provision of mobile
nuclear medicine service.
10 CFR 35.80 Technical requirements that apply to the provision of mobile

nuclear medicine service.
License application and applicable license conditions.

2. MANAGEMENT OVERSIGHT

A. Radiation Safety Committee
10 CFR 35.22 Radiation Safety Committee.
10 CFR 35.23 Statements of authority and responsibilities.
10 CFR 35.31 Radiation safety program changes.
Applicable license conditions.

B. Radiation Safety Officer
10 CFR 35.21 Radiation Safety Officer.
10 CFR 35.23 Statements of authority and responsibilities.
10 CFR 35.900 Radiation Safety Officer.

C. Audits, Reviews, or Inspections
10 CFR 35.22 Radiation Safety Committee.
10 CFR 20.1101 Radiation protection programs.
10 CFR 20.2102 Records of radiation protection programs.
Applicable license conditions.

D. As low as is reasonably achievable (ALARA)
10 CFR 35.20 ALARA program.

E. Authorized Users
10 CFR 35.11 License required.
10 CFR 35.13 License amendments.
10 CFR 35.25 Supervision.

Applicable license conditions.

3. FACILITIES
A. Access Control
10 CFR 20.1601 Control of access to high radiation areas.

Applicable license conditions.
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B. Engineering Controls

10 CFR 20.1701 Use of process or other engineering controls.
10 CFR 35.90 Storage of volatiles and gases.
10 CFR 35.205 Control of aerosols and gases.

Applicable license conditions.

4, EQUIPMENT AND INSTRUMENTATION
A. Dose Calibrators - Photon-emitting radionuclides
10 CFR 35.50 Possession, use, calibration, and check of dose
calibrators.

Applicable license conditions.
B. Instrumentation- Alpha- or beta-emitting radionuclides
10 CFR 35.52 Possession, use, calibration, and check of instruments to
measure dosages of alpha- or beta-emitting radionuclides.
Applicable license conditions.
C. Generators

10 CFR 35.204 Permissible molybdenum-99 concentration.

D. Syringes and Vials

10 CFR 35.60 Syringe shields and labels.
10 CFR 35.61 Vial shields and labels.
E. Survey Instruments
1. Possession
10 CFR 35.120 Possession of survey instrument.
10 CFR 35.220 Posession of survey instruments.
10 CFR 35.320 Possession of survey instruments.
10 CFR 35.520 Availability of survey instrument.
Applicable license conditions.
2. Calibration
10 CFR 35.51 Calibration and check of survey instruments.
F. Safety Component Defects
10 CFR 21.21 Notification of failure to comply or existence of a defect
and its evaluation.
5. MATERIAL USE, CONTROL, AND TRANSFER
A. Authorized Uses
10 CFR 31.11 General license for use of byproduct material for certain

in-vitro clinical or laboratory testing.
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10 CFR 35.100 Use of unsealed byproduct material for imaging and
localization studies.

10 CFR 35.200 Use of unsealed byproduct material for uptake, dilution,
and excretion studies.
10 CFR 35.300 Use of unsealed byproduct material for therapeutic
administration.
10 CFR 35.500 Use of sealed sources for diagnosis.
10 CFR 35.53 Measurement of dosages of unsealed byproduct material
for medical use.
10 CFR 35.204 Permissible molybdenum-99 concentration.
License and applicable license conditions.
B. Security and Control
10 CFR 20.1003 Definitions (restricted area and unrestricted area).
10 CFR 20.1801 Security of stored material.
10 CFR 20.1802 Control of material not in storage.
C. Receipt and Transfer of Licensed Material
10 CFR 20.1302 Compliance with dose limits for individual members of the
public.
10 CFR 20.1906 Procedures for receiving and opening packages.
10 CFR 20.1501 General.
10 CFR 20.2103 Records of surveys.
10 CFR 30.41 Transfer of byproduct material.
10 CFR 30.51 Records.
6. RADIOPHARMACEUTICAL THERAPY
10 CFR 35.75 Release of patients or human research subjects containing
radiopharmaceuticals or permanent implants.
10 CFR 35.315 Safety precautions.
Applicable license conditions.
7. QUALITY MANAGEMENT PROGRAM AND MISADMINISTRATIONS
10 CFR 35.2 Definitions (misadministration and recordable events).
10 CFR 35.32 Quality management program.
10 CFR 35.33 Notifications, reports, and records of misadministrations.

8. AREA RADIATION SURVEYS AND CONTAMINATION CONTROL

A. Area Surveys
10 CFR 20.1302 Compliance with dose limits for individual members of the
public.
10 CFR 20.1501 General.
10 CFR 20.2103 Records of surveys.
10 CFR 35.70 Surveys for contamination and ambient radiation exposure
rate.

Applicable license conditions.
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B. Leak Tests and Inventories
10 CFR 35.59 Requirements for possession of sealed sources and
brachytherapy sources.
Applicable license conditions.
9. TRAINING AND INSTRUCTIONS TO WORKERS
A. General
10 CFR 19.12 Instruction to workers.
Knowledge of 10 CFR Part 20 radiation protection procedures and requirements.
B. Specific
10 CFR 35.900 Radiation Safety Officer.
10 CFR 35.901 Training for experienced Radiation Safety Officer.
10 CFR 35.910 Training for uptake, dilution, and excretion studies.
10 CFR 35.920 Training for imaging and localization studies.
10 CFR 35.930 Training for therapeutic use of unsealed byproduct
material.
10 CFR 35.932 Training for treatment of hyperthyroidism.
10 CFR 35.934 Training for treatment of thyroid carcinoma.
10 CFR 35.950 Training for use of sealed sources for diagnosis.
10 CFR 35.970 Training for experienced authorized users.
10 CFR 35.971 Physician training in a three month program.
10 CFR 35.972 Recentness of training.
10 CFR 35.980 Training for an authorized nuclear pharmacist.
10 CFR 35.981 Training for experienced nuclear pharmacists.
C. Therapy Training
10 CFR 35.310 Safety instruction.
10 CFR 35.59 Requirements for possession of sealed sources and
brachytherapy sources.
D. Supervision
10 CFR 35.25 Supervision.
10. RADIATION PROTECTION
A. Radiation Protection Program
1. Exposure evaluation

10 CFR 20.1501 General.
2. Programs

10 CFR 20.1101
10 CFR 35.20

Radiation protection programs.
ALARA program.
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B. Dosimetry

1.

Dose Limits

10 CFR 20.1201
10 CFR 20.1202

10 CFR 20.1207
10 CFR 20.1208

External

10 CFR 20.1203

10 CFR 20.1501
10 CFR 20.1502

Occupational dose limits for adults.

Compliance with requirements for summation of

external and internal doses.
Occupational dose limits for minors.
Doses to an embryo/fetus.

Determination of external dose from airborne
radioactive material.

General

Conditions requiring individual monitoring of
external and internal occupational dose.

Applicable license conditions.

Internal

10 CFR 20.1204
10 CFR 20.1502

10 CFR 20,
Subpart H

10 CFR 35.205

10 CFR 35.315

Determination of internal exposure.
Conditions requiring individual monitoring of
external and internal occupational dose.
Respiratory protection and controls to restrict
internal exposure in restricted areas.

Control of aerosols and gases.

Safety precautions.

11.
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Records

10 CFR 20.2102
10 CFR 20.2103
10 CFR 20.2104
10 CFR 20.2106
Patient Release

10 CFR 35.75

Records of radiation protection programs.
Records of surveys.

Determination of prior occupational dose.
Records of individual monitoring results.

Release of patients or human research subjects containing
radiopharmaceuticals or permanent implants.

RADIOACTIVE WASTE MANAGEMENT

A.

Disposal

10 CFR 35.92
10 CFR 20.1904
10 CFR 20.2001
10 CFR 20.2103
10 CFR 20.2108
IN 94-07

08/ 28/ 00

Decay-in-storage.

Labeling containers.

General requirements.

Records of surveys.

Records of waste disposal.

Solubility Criteria for Liquid Effluent Releases to Sanitary
Sewerage Under the Revised 10 CFR Part 20
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B. Effluents

1. General
IP 87102 Maintaining Effluents from Materials Facilities As
Low As Is Reasonably Achievable ALARA
2. Release into sanitary sewer
10 CFR 20.2003 Disposal by release into sanitary sewerage.
Applicable license conditions.
3. Release to septic tanks
10 CFR 20.1003 Definitions.
10 CFR Part 20, Effluent Concentrations.
App. B, Table 2
4. Incineration of waste
10 CFR 20.2004 Treatment or disposal by incineration.
5. Control of air effluents and ashes
10 CFR 20.1201 Occupational dose limits for adults.
10 CFR 20.1301 Dose limits for individual members of the public.
10 CFR 20.1501 General.
10 CFR 20.1701 Use of process or other engineering controls.

Applicable license conditions.

C. Waste Management
1. General
10 CFR 20.2001 General requirements.
IP 84850 Radioactive Waste Management - Inspection of
Waste Generator Requirements of 10 CFR Part 20
and 10 CFR Part 61
2. Waste compacted

Applicable license conditions.

3. Waste storage areas
10 CFR 20.1801 Security of stored material.
10 CFR 20.1902 Posting requirements.
10 CFR 20.1904 Labeling containers.
Applicable license conditions.
4, Packaging, Control, and Tracking
10 CFR Part 20, Requirements for low-level waste transfer for
Appendix F disposal at land disposal facilities and manifests.
10 CFR 20.2006 Transfer for disposal and manifests.
10 CFR 61.55 Waste classification.

| 87115, Appendi x B B-6 | ssue Date: 08/28/00



10 CFR 61.56 Waste characterization.

Transfer

10 CFR Part 20, Requirements for low-level waste transfer for
Appendix F disposal at land disposal facilities and manifests.

10 CFR 20.2001 General requirements.

10 CFR 20.2006 Transfer for disposal and manifests.

Records

10 CFR 20.2103 Records of surveys.

10 CFR 20.2108 Records of waste disposal.

12. DECOMMISSIONING

10 CFR 30.35
10 CFR 30.36

MC 2602

IP 87104
MC 2605

NUREG/BR-0241

Financial assurance and recordkeeping for decommissioning.
Expiration and termination of licenses and decommissioning of
sites and separate buildings or outdoor areas.
Decommissioning Inspection Program for Fuel Cycle Facilities
and Materials Licensees.

Decommissioning Inspection Procedure for Materials Licensees.
Decommissioning Procedures for Fuel Cycle and Materials
Licensees.

NMSS Handbook for Decommissioning Fuel Cycle and Materials

Licensees.

13. TRANSPORTATION

A. General
NRC Charts Hazard Communication for Class 7 (Radioactive)
Materials.
10CFR 71.5 Transportation of licensed material.
T1 2515/133 Implementation of Revised 49 CFR Parts 100-179 and 10
CFR Part 71.
B. Shippers - Requirements for Shipments and Packaging
1. General Requirements
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49 CFR Part 173, Class 7 (radioactive) materials.

Subpart |
49 CFR 173.24 General requirements for packagings and
packages.
49 CFR 173.448 General transportation requirements.
49 CFR 173.435 Table of A, and A, values for radionuclides.
Transport Quantities
10CFR 71.4 Definitions.
a. All quantities
10CFR 71.4 Definitions.
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49 CFR 173.410
49 CFR 173.441
49 CFR 173.443
49 CFR 173.475

49 CFR 173.476

b. Limited quantities
49 CFR 173.421

49 CFR 173.422

C. Type A quantities
49 CFR 173.412
49 CFR 173.415
49 CFR 178.350
d. Type B quantities

IP 86740, Section 2

e. LSA material and SCO

49 CFR 173.403
49 CFR 173.427

General design requirements.

Radiation level limitations.

Contamination control.

Quiality control requirements prior to each
shipment of Class 7 (radioactive) materials.
Approval of special form Class 7
(radioactive) materials.

Excepted packages for limited quantities of
Class 7 (radioactive) materials.

Additional requirements for excepted
packages containing Class 7 (radioactive)
materials.

Additional design requirements for Type A
packages.

Authorized Type A packages.
Specification 7A; general packaging,
Type A.

Inspection of Transportation Activities.

Definitions.

Transport requirements for low specific
activity (LSA) Class 7 (radioactive)
materials and surface contaminated objects
(SCO).

3. HAZMAT Communication Requirements

49 CFR 172.200-205
49 CFR 172.300-338
49 CFR 172.400-450
49 CFR 172.500-560
49 CFR 172.600-604

C. HAZMAT Training

Shipping papers.

Marking.

Labeling.

Placarding.

Emergency response information.

49 CFR 172.702 Applicability and responsibility for training and testing.
49 CFR 172.704 Training requirements.

D. Transportation by Public Highway

49 CFR 171.15 Immediate notice of certain hazardous materials incidents.
49 CFR 171.16 Detailed hazardous materials incident reports.
49 CFR 177.800 Purpose and scope of this part and responsibility for

compliance and training.

49 CFR 177.816
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Driver training.
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14.

15.

16.

17.

18.

19.

20.
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49 CFR 177.842 Class 7 (radioactive) material.

NOTIFICATIONS AND REPORTS

10 CFR 19.13 Notifications and reports to individuals.

10 CFR 20.2201 Reports of theft or loss of licensed material.

10 CFR 20.2202 Notification of incidents.

10 CFR 20.2203 Reports of exposures, radiation levels, and concentrations of
radioactive material exceeding the constraints or limits.

10 CFR 30.50 Reporting requirements.

10 CFR 35.14 Notifications.

POSTING AND LABELING

10 CFR 19.11 Posting of notices to workers.

10 CFR 21.6 Posting requirements.

10 CFR 20.1902 Posting requirements.

10 CFR 20.1903 Exceptions to posting requirements.
10 CFR 20.1904 Labeling containers.

10 CFR 20.1905 Exemptions to labeling requirements.

INDEPENDENT AND CONFIRMATORY MEASUREMENTS

No references.

VIOLATIONS, NON-CITED VIOLATIONS AND OTHER SAFETY ISSUES

NUREG/BR-0195, Rev.1 NRC Enforcement Manual.
NUREG-1600 General Statement of Policy and Procedures for NRC
Enforcement Actions.

PERSONNEL CONTACTED

No references.

PERFORMANCE EVALUATION FACTORS

IP 87101 Performance Evaluation Factors.

SPECIAL CONDITIONS OR ISSUES:

No references

END



